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t by ^ Per total -** o/t h e P^aceuticaU, acceptable base, 

respectively - , / 

^ REMARKS 

r* , ^. rT^ims 9-10 have 

Clai m s Htf ~ pendin g In this appLcat.on. Cl.x« 9 

, A Clair. 17 has been added. Support tor new claim 
b een canceled. Claxm ^ 

■x lines 11-19. Claims 1-7 ana s 
can be found on page 3, lines 

-, • t t nan be found on 
ams „ded. Support ,or tbe agents to cU- - 

P 9 ■> lines 1-3. No new 

matter has been added. 

« T ISC § 112, first paragraph 
Rejection under 35 USC S 

■ , claims 14-16 under the first paragraph 
The Examiner rejects claims 14 i 

o£ 35 ,SC ■ lU -auae t h e Operation doe. not pro.de 
ena ble m ent £ or 1-—1. «*. ^ * — ^ «~ ^ 
14 and „ h ave been — d to recite 1-^oi. ~al 
section and reconsider ationo^e ciai. is — ^ 

requested. i^/M 

Rejection under 35 USC § 101 

n 9 and 10. Claims 9 and 10 have 

The Examiner rejects claims 9 and 

been canceled. 
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Rej ecti°n under 35 USC S U2. second paragraph 

ner reacts claims 9 and 1. as being indefinite for 

The Examiner reject 

■te the steps involved in the method. Claims 9 and 
failing to recite the steps 

10 have been canceled. 

£or u se o £ the term - high — weight ^nd, which the 
is a relative term, respectfully traverse 

Examiner says is a reiati 

the rejection. . mUar 

The term »a hi g h molecular .eight compound, and similar 

h in this field and is understandable by one 
terms, are often used m this 

v, ao rited two patents, Noda 
«- Tn fact, the Examiner has cited two v 
skilled the art. In race, 

SW1 -1 tt q Patent 

„ = Ri9 046 and Block et al . , U.S. 
et al., U.S. Patent 5, 519,04b 

r-o claim and describe the 
6 090 403, that use similar language to claim 

• In claim 1 of Noda et al. (column 

compositions of those inventions. In claim 

of at least one 

10 , line 22), Noda claims a "fomentation ... 
W ater ^le !ar s— and B!oc, et al. 

K lines 3,39, describes . thicker that helps the ointment set 
// th at is -a high molecular weight natural or static poller 
■V / „ a ed and understandable 

X / in this field, such terms are often 

f • thiS field. Further, the high molecular weight 

for the person in this fieia. 

, • r „e oresent invention is used as a part of a base. 

\ The specification at page 3, line 20 to page 5, 

^ the bases and h y dro P hilic high-molecular -eight compounds 
plated b Y the present invention. Kespectfull, .PPHcants 
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, i of the rejection and reconsideration of the 
request withdrawal of the re D e 



claims. I <J 



Rejection under 35 USC § 102 (b) 

Yoshid JLJ! t L ^^ 

" has rejected claims 1 and 3-13 as being 

The Examiner has rejecoeu 

, . , pt al u S . Pat. 4,205,685. The Examiner 
anticipated by Yoshida et al . . U.b. 

. ,l teach a wet pack (patch) 
indicates that, "Yoshida et al . teach 

eo.posit.on comprising .gelatin and sorbitol and further comprise 
me nthol and peppermint oil (column 4 , U- 5, bridging to colum, 

.v, a of use such as for headache are recited m 
5 line 10) . Method of use sucn * 

n ■ . 50 66 << Applicants respectfully traverse the 
column 11, imes 50-66. 

rejection. 

The present invention discloses and claims a migraine- 
deviating drug position consists of 1-menthol - ~ « 
mo re essentia! oil. - active mgredients in a pharmaceutical 
ba se Voshida et al . disuses and claims a thermogenic sheet- 
coo4 ,ned poultice. The oh,ect of t h e invention of .oshida et al,s 
patent is to form a si.pii.ied and highlv e«ective thermogenic 
she et comMned police. This sheet coined pouit.ee 

consists of two portions, namely a thermogenic s h eet and a pouitice 

w.t oack The wet pack of the thermogenic sheet 
containing a wet pack. 

, • •, not required to contain medicine. (See column 
combined poultice is not required 
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Mention, the invention i. nc t intendea for use as a arug. 

In the eve „t the wet pacK portion of the thermogenice sheet 

vari ous meaicines .which - - heat-stahle, that ma y he usea in 

c iin P 2) In the examples 
the wet pa* (column «. 5 " ^ " 

of Y oshiaa et al., a wet pac* position containing menthol, 

ca mpho, meth y l salivate, th^ and peppermint oil — - 
and s .„ , ana a wet pac* composition containing onl y meth y l 
S alic y late Example *, are shown for preparing a thermogenic sheet 
coined poultice. The wet pacfc composition does not meet the 
.imitation of the present invention. Specifically in one example, 
Khe wet pacx position contains camphor, which cannot he a 
component of the present drug composition, ana in another example 
lt contains onl y methyl salic y late hut aoes not contain .menthol, 
„ hich is . reguired active ingreaient of the present am, 
composition. 

Fur thermore, Voshida et a!, is greeted to heat therapv using 
the thermogenic sheet Poultice, an d the methods of use of 

the thermogenic co*ine d pouitice recited in column 11. lines 50- 

,1 list A person using the thermogenic combined 
66, is a general list. » P 

„ , ,„ fh . heaC . The examples using 
poultice wouia expect relief aue to the 

the wet pacx with a meaicinal fluid do not include treatment of 
headache. *he activit y of the wet pacx in .oshida et al. is 
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171 voshida does not teach use 
silent. (See Table 8 in column 17). 

of a wet pack to relieve a headache. 

Y oshida et al. is directed to heat therapy using the 

, ocenic sheet combined poultice. The wet pack composition 

thermogenic snecu 

.t- al does not indicate the use of 1 -menthol 
disclosed in Yoshida et al - does n 

onrial oils as active ingredients in a 
and one or more essential oils 

p — an, accept hase to alleviate moraine headaches^ 
yoshida et al. does no. teach the present —.on. withdrawal - 

* M.imQ 1 3-8 and 3-13 is 
the rejection and reconsideration of claims 1. 

respectfully requested. 

Ncdaet^O^U^^Snl^i^^ 

Tn e Examiner has rejected claims 1 and 3-7 as hein g 
anti c iP ated hy »oda et al. The — er indicates that »oda et al. 
teac.es a patch composition —sin, hi g h-molecular «ei 9 ht 
stances — with humectants and water and that Lmenthol 
an d peppermint oil and other essential oils are incorporated in 
3U ch composition. APP licants respectfully traverse the rejection. 
N oda et al. discloses a composition containin. at least 
" ketorolac as an active in g redient. The present invention discloses 
and claims a mi g raine-alleviatin g dru g composition consist^ of 
,-mentho! and one or more essential oils as active in.redients in 
. p h armaceutically oase. »oda et al does not teach 1-mentnol and 
peppermint oil as active ingredients for alleviate a mi.raine. 
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sr? used as absorption 
I» Noda et al., 1-menthol and peppermrnt use 

promoters of fceteroiac (coin*. 3, Unas 33-3,,.^^ fy* 

Th e composition taught and claimed in »oda et a!, and that 
taught and claimed in the present invasion are different. «. - 

n 7-7 Applicants respectfully 

al does not anticipate claxms 1 and 3 7 . Appl 

l of the rejection and reconsideration of claims 
request withdrawal of the reje 



1 and 3-7 



Bloc^jO^US^^ 

has rejected claims 1-8 and 14-16 as being 
The Examiner has rejects 

an ticipated h, Bloc, e t al The — indicates that Bloc* et 
al . teach a pa t c h and an ointment comprising a mentho!, a polymeric 

v a thar oil of peppermint along with 
gum and a polyhydric alcohol and that P 

the menthol is recited in claims and XS. The Bxaminer also 

states, MaUthough the compositions of Bloc, et al. are for 
congests instead of migraine headache, the intended use must 
result in a structural difference hetween daimed invention and the 
prior art in order to patentaoly distinguish the claimed invention 
from the prior art. Since the compositions of the patent are 
capahle of performing the intended use of soothing a migraine 
headache, then it meets the claim. • 

Th e present invention discloses and claims a migraxne- 
.lleviating drug composition consists of 1-menthol and one or 
mor e essential oils as active ingredients in a pharmaceutical!,, 
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ba se. Bloc, et al. discloses and claims a sKin patch contains a 
symptomatic cold reliever dispersed in an ointment. The Symptomatic 

cold reliever o £ Bloc. « « - ^ 

consist^ of oil o £ winter g reen, menthol, thymol, camphor, oil of 

nil phenylephrine hydrochloride, 
peppermint, eucalyptus oil, pheny P 

p heniramine maleate, — -loride. 

ps eudoephedrine hydrochloride, o^»Une hydrochloride. 
^OH, hydrochloride, metha.oline 

epinephrine, spirits - turpentine, ephedra, coltsfoot, « an d 
Bpto U M M^onae. This .roup does not teach « the 
active ing redien t s must - 1-menthol - one or more essentia! 

B1 oc. teaches^ one%referred embodiment of the ointment 
contains camphor, menthol, eucalyptus oil, sp^s of turpentine, 
. humectant an d a thickener (column 7. line 63 to column B. ^ 
„ an d another preferred embodiment of the ointment contains 

■i .miritq of turpentine, glycerine, 
camphor, menthol, eucalyptus oil, spirits 

aloe vera an d a thinner (colu^i 3, lines 3,-3,, . These preferred 
e—ents contain components other than the active in g re d ients 
(1 .menthol and one or more essential oils, an d a pharmaceutical 
ac cepted hase disclosed in the present invention. Block et al. does 
n ot disdose an externa! mi g raine-alleviatin 3 dru g consist^ 
simpl y of 1-menthol and an essentia! oil as active in g redients. 



oils. 
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Th e exposition taught and claimed in Bloc, et al . ana that 
taught and claimed in the present invention are different. Bloc* 

et al . does not anticipate claims 1-8 and 14-16. 

_ 0 f the rejection and 

respectfully request withdrawal of 

reconsideration of claims 1-8 and 14-16. 
35 USC § 103 (a) 

, • „ i ik as beinq unpatentable over 
The Examiner has rejected claims 1-16 as bei g 

Barr et al. U.S. Pat. Ho. 6.197.823 Bl. The Examiner indicates, 
,. Barr et al . teach topical composition (column 7, lines 5-17) 
oomprisin 9 menthvl lauryl pidolate of which menthol is the active 
component and acts as an analgesic in an amount of from 0.1* to 16* 
menthol in the formulation (column 5, lines !«-»,- -d that 
lavender flower oi! or lavender oil (column 5 lines 6 5 -66, can be 
ad ded to the composition. The Examiner indicates that Barr et al 
al so discloses methods of using the composition, including reUef 
of arthritis pain, neuropathy, post surgical scarring and 
hemorrhoidal pain but not migraine headaches. The Examiner states 
that „ [Ilt would have been obvious to have treated a migrame 
Headache with the compositions of Barr et al since they are taught 
to be useful for treatment of pain resulting from, inter alra, 
ar thritis. one of s.ill in the art would have been motived to 
administer the compositions of Barr et al. to treat a migrate 
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1-hev are well known to treat pain." Applicants 
headache because they are wen 

respectfully traverse the rejection. 

Barr et al. discloses and claims a composition that contains 
capsaicin. Although capsaicin is known to effectively relieve pain, 
lt is also known to be a potent skin irritant that burns the skin 

a co mP osition containing a capsaicin based pain reliever that does 

-. • j .o^icaily or when exposed to sunlight or 
not burn when applied topically 

„ a ter 2, lines 23-30). To eliminate the burning, Barr at 

al includes a carrier and an encapsulation agent in the 
composition (column 3, lines 60-65 and column 4, lines 32-53,. 

The composition disclosed and claimed in Barr et al . also 

referred esters are menthyl and lauryl esters of amino acid. The 
most preferred embodiment is menthy! lauryl pidolate, for which 
menthol is the active component and acts as an analgesic (coium, 
5, lines 8 -17>. However, mentho! itself is not used as an 

ingredient in the composition. 

of R *rr et al is significantly distinct from 
The composition of Barr et ai. a 

n Ra rr et al does not disclose the use of 
the present invention. Barr et ai 

menthol and an essentia! oil as the active ingredients to relieve 
pain . Barr et .1. specifically uses capsaicin as the actrve 
ingredient. Barr et al . also added other components (an 

diffusinq compound) to make the 
encapsulation agent and a Irght d.ffu^^ 
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arc t o t a k e t h e teac h in 9 s o £ Barr e t a, to arrive at t h e P-sent 

invention. 

f the present invention are different from 
As the components of the present 

*■ of Barr et al . . claims 1-16 are unobvious in light 
the ingredients of Barr et a 

o£ Barr et a, o, «. o t cUi- l-« - 

reconsideration o £ t h e ciai.* is — ^ 

CONCLUSION 

sh ouid t h ere b e any - t ers t h at need to * 

resol „ed in t h e present appiication, t h e is respect.uUy 

tel ep h one nu*er o £ t h e undersized «». to conduct an inters 
in an e ££ ort to expedite prosecution in connection „it h t h e present 
application. 

• « marked-up version of the changes made to 
Attached hereto is a marked up v 

the application by this Amendment. 

a 1 nfifa) applicant (s) hereby 
^ m r v R ss 1.17 and 1.136 (a), 
Pursuant to 37 C.F.R. S3 

with the above-identified application. 

r -;<= horebv authorized m this, 
If necessary, the Commissioner is hereby 

. n C harqe payment or credit any 
concurrent, and future replies, to charge p ym 
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no 944fi for any additional fees 
overpayment to Deposit Account No. 02-2448 

„ „ ,7 c F R IS 1.16 or 1.17; particularly, extension of 
required under 37 C.F.R. S»s 



time fees 



Respectfully submitted, 
BIRCH, STEWART, KOLAS CH & BIRCH, LLP 




M. Murphy, Jr., #28,977 



p O. Box 747 

Falls Church, VA 22040-0747 
GMM/JW/end } 205 _ 80 00 

0020-4883P 

•♦-h M^r-kinas to Show Changes Made 
Attachment: Version with Markings 
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IN THE CLAIMS: 

Claims 9-10 have been canceled. 

The claims have been amended as follows: 

T C*n =x tKMl , X migraine-alleviating drug 

£2m££! ^ fi _^ u ita b le for [a local, 

comprising : 

jeU^^HffiedieS consisting of 1-menthol and Can, one_~ 

■ ,„ii active ingredients] oils; and 
more essential [oil as active u y 

. rh ,^ a renticallv acceptable base. 

2 (Amended) The drug comoosition claimed in claim 1. 
herein the eternal, mi g raine-alleviatin g drug [for a local 
application] comoosition is an ointment. 

3 (T „ice Amended, The drug composition claimed in claim 1. 
herein tne [external] migraine-alleviating drug composition is a 

patch. 

4 (Amended) The drug composition claimed in claim 1. 
herein the [external] migraine-alleviating drug [for a loca! 
application, is in a patch prepared by mixing .menthol and [an, 
one or more essential [oil, oil, as active ingredients into a base 
ZZZ^ a hydrophilic high-secular weight compound, a 



16 



Appl. NO. 09/890,552 



polyhydric alcohol and water. 



the 
rom the 



s (tended, The patch =1.1- * ^ «' 
e3s e„tial oil is Cat least one essential oil, se!eoted fro* 
group consist^ of lavender oil, Sniper oil, peppermint oil, rose 
oil and rosemary oil. 

6 tended. The patch claimed in claim 4, wherein the 
a mo U nts of i-.nthol and Uhe, espial ,11, - are 

0 01 . 1% by *ei g ht per total wei.ht of the_ E h M ^ 
a ^ ls bas e and » wei g ht per total wei g ht of 3- 

gh^raaceutic^llxjccec^ base, respectively. 

7 (tended, The patch claimed in daim 4, wherein the 
amounts o £ a hydrophilic hic^oiecular wei g ht compound, a 

o 9ns- bv weight per total weight 
polyhydric alcohol and water are 2-20. by we g 

, ahlp base 8-60% by weight per total 
of the_£h^rmaceutica^^ base ' 

acceptable base and 20-80% by weight 

weight of thejDharmaceu^ 

• hl - of the joharmaceut^^ base ' 
per total weight ot tne — K 

respectively. 

u . (tended, * Ctherapeutic, method for alXeviatin, 
mig raine thy dermally administrating c^ino^^f, 
^^^^^ 
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containing asJ c E iv S J 5g x S ^ 1-nthol and Can, 32^^ 
essential Coil, oils^^rmaceut^c^^ ^ » 

effective amount to tthel said patient j__and 

,-om position is adm inistered dermall; 

12 . (Amended, The method claimed in claim 11. "herein the 
dr ug composition is a patch or an ointment. 

13. (Amended) The method claimed in claim 11. wherein an 
application region of the drug composition is face, forehead, nape 

of the neck or temple. 

14 . (Amended) The drug composition claimed in claim 1, 
wherein the eternal] migraine-alleviating drug composition [for 
a local application, is in an ointment prepared bv mixing 11- 
methancl, «hol and Can, one_or_ JE re essential Coil, oils as 
active ingredients into a c^armaceutic^ll^ccec^ base 
containing a hydrophilic high-molecular weight compound, a 
polyhydric alcohol and water. 

15. (Amended) The ointment claimed in claim [IS, 14, wherein 
the essential oil is Cat least one essential oil, selected from the 
group consisting of lavender oil, juniper oil, peppermint oil, rose 
oil and rosemary oil. 
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16. (Amended) The ointment claimed in claim [15] 14, wherein 
the amounts of [1-methanol] 1 -menthol and the essential oil are 
0.01-1% by weight per total weight of the pharmaceutically 
acceptable base and 0.001-1% by weight per total weight of the 
pharmaceutically acceptable base, respectively. 

Claim 17 has been added. 
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